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EXCLUSIVITY SUMMARY  

 
NDA # 202067     SUPPL #   HFD # 120 

Trade Name   Onfi 
 
Generic Name   clobazam 
     
Applicant Name   Lundbeck Inc.       
 
Approval Date, If Known   October 21, 2011       
 
PART I IS AN EXCLUSIVITY DETERMINATION NEEDED? 
 
1.  An exclusivity determination will be made for all original applications, and all efficacy 
supplements.  Complete PARTS II and III of this Exclusivity Summary only if you answer "yes" to 
one or more of the following questions about the submission. 
 

a)  Is it a 505(b)(1), 505(b)(2) or efficacy supplement? 
                                           YES  NO  
 
If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8 
 
 505(b)(1) NDA 

 
c)  Did it require the review of clinical data other than to support a safety claim or change in 
labeling related to safety?  (If it required review only of bioavailability or bioequivalence 
data, answer "no.") 

    YES  NO  
 

If your answer is "no" because you believe the study is a bioavailability study and, therefore, 
not eligible for exclusivity, EXPLAIN why it is a bioavailability study, including your 
reasons for disagreeing with any arguments made by the applicant that the study was not 
simply a bioavailability study.     

 
 
If it is a supplement requiring the review of clinical data but it is not an effectiveness 
supplement, describe the change or claim that is supported by the clinical data:              

           
 
 
d)  Did the applicant request exclusivity? 

   YES  NO  
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If the answer to (d) is "yes," how many years of exclusivity did the applicant request? 
 

5 years; indication also has orphan designation 
 

e) Has pediatric exclusivity been granted for this Active Moiety? 
   YES  NO  

 
      If the answer to the above question in YES, is this approval a result of the studies submitted in 
response to the Pediatric Written Request? 
    
     
 
IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY TO 
THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.   
 
 
2.  Is this drug product or indication a DESI upgrade? 

     YES  NO  
 
IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE BLOCKS 
ON PAGE 8 (even if a study was required for the upgrade).   
 
 
PART II FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES 
(Answer either #1 or #2 as appropriate) 
 
1.  Single active ingredient product. 
 
Has FDA previously approved under section 505 of the Act any drug product containing the same 
active moiety as the drug under consideration?  Answer "yes" if the active moiety (including other 
esterified forms, salts, complexes, chelates or clathrates) has been previously approved, but this 
particular form of the active moiety, e.g., this particular ester or salt (including salts with hydrogen 
or coordination bonding) or other non-covalent derivative (such as a complex, chelate, or clathrate) 
has not been approved.  Answer "no" if the compound requires metabolic conversion (other than 
deesterification of an esterified form of the drug) to produce an already approved active moiety. 

 
                           YES  NO   
 
If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s). 

 
      
NDA#   

NDA#   
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NDA#   

    
2.  Combination product.   
 
If the product contains more than one active moiety(as defined in Part II, #1), has FDA previously 
approved an application under section 505 containing any one of the active moieties in the drug 
product?  If, for example, the combination contains one never-before-approved active moiety and 
one previously approved active moiety, answer "yes."  (An active moiety that is marketed under an 
OTC monograph, but that was never approved under an NDA, is considered not previously 
approved.)   

   YES  NO  
 
If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s).   
 
NDA#   

NDA#   

NDA#   

 
 
IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO THE 
SIGNATURE BLOCKS ON PAGE 8.  (Caution: The questions in part II of the summary should 
only be answered “NO” for original approvals of new molecular entities.)  
IF “YES,” GO TO PART III. 
 
 
PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS 
 
To qualify for three years of exclusivity, an application or supplement must contain "reports of new 
clinical investigations (other than bioavailability studies) essential to the approval of the application 
and conducted or sponsored by the applicant."  This section should be completed only if the answer 
to PART II, Question 1 or 2 was "yes."   
 
 
1.  Does the application contain reports of clinical investigations?  (The Agency interprets "clinical 
investigations" to mean investigations conducted on humans other than bioavailability studies.)  If 
the application contains clinical investigations only by virtue of a right of reference to clinical 
investigations in another application, answer "yes," then skip to question 3(a).  If the answer to 3(a) 
is "yes" for any investigation referred to in another application, do not complete remainder of 
summary for that investigation.  

   YES  NO  
 
IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.  
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2.  A clinical investigation is "essential to the approval" if the Agency could not have approved the 
application or supplement without relying on that investigation.  Thus, the investigation is not 
essential to the approval if 1) no clinical investigation is necessary to support the supplement or 
application in light of previously approved applications (i.e., information other than clinical trials, 
such as bioavailability data, would be sufficient to provide a basis for approval as an ANDA or 
505(b)(2) application because of what is already known about a previously approved product), or 2) 
there are published reports of studies (other than those conducted or sponsored by the applicant) or 
other publicly available data that independently would have been sufficient to support approval of 
the application, without reference to the clinical investigation submitted in the application. 
 

(a) In light of previously approved applications, is a clinical investigation (either conducted 
by the applicant or available from some other source, including the published literature) 
necessary to support approval of the application or supplement? 

   YES  NO  
 

If "no," state the basis for your conclusion that a clinical trial is not necessary for approval 
AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8: 

 
                                                  
(b) Did the applicant submit a list of published studies relevant to the safety and 
effectiveness of this drug product and a statement that the publicly available data would not 
independently support approval of the application? 

   YES  NO  
 
(1) If the answer to 2(b) is "yes," do you personally know of any reason to disagree 
with the applicant's conclusion?  If not applicable, answer NO. 

  
     YES  NO  

 
     If yes, explain:                                      

                                                      
 

(2) If the answer to 2(b) is "no," are you aware of published studies not conducted or 
sponsored by the applicant or other publicly available data that  could independently 
demonstrate the safety and effectiveness of this drug product?  

   
   YES  NO  

 
     If yes, explain:                                          
 

                                                   
 

(c) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical 
investigations submitted in the application that are essential to the approval: 
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Studies comparing two products with the same ingredient(s) are considered to be bioavailability 
studies for the purpose of this section.   
 
 
3.  In addition to being essential, investigations must be "new" to support exclusivity.  The agency 
interprets "new clinical investigation" to mean an investigation that 1) has not been relied on by the 
agency to demonstrate the effectiveness of a previously approved drug for any indication and 2) does 
not duplicate the results of another investigation that was relied on by the agency to demonstrate the 
effectiveness of a previously approved drug product, i.e., does not redemonstrate something the 
agency considers to have been demonstrated in an already approved application.   
 

a) For each investigation identified as "essential to the approval," has the investigation been 
relied on by the agency to demonstrate the effectiveness of a previously approved drug 
product?  (If the investigation was relied on only to support the safety of a previously 
approved drug, answer "no.") 

 
Investigation #1         YES  NO  

 
Investigation #2         YES  NO  

 
If you have answered "yes" for one or more investigations, identify each such investigation 
and the NDA in which each was relied upon: 

 
 
b) For each investigation identified as "essential to the approval", does the investigation 
duplicate the results of another investigation that was relied on by the agency to support the 
effectiveness of a previously approved drug product? 

 
Investigation #1      YES  NO  

   
Investigation #2      YES  NO  

 
 
 
 

If you have answered "yes" for one or more investigation, identify the NDA in which a 
similar investigation was relied on: 

 
 

c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the application 
or supplement that is essential to the approval (i.e., the investigations listed in #2(c), less any 
that are not "new"): 
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4.  To be eligible for exclusivity, a new investigation that is essential to approval must also have 
been conducted or sponsored by the applicant.  An investigation was "conducted or sponsored by" 
the applicant if, before or during the conduct of the investigation, 1) the applicant was the sponsor of 
the IND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or its predecessor 
in interest) provided substantial support for the study.  Ordinarily, substantial support will mean 
providing 50 percent or more of the cost of the study. 
 

a) For each investigation identified in response to question 3(c): if the investigation was 
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor? 

 
Investigation #1   ! 
     ! 

 IND #   YES   !  NO       
      !  Explain:   
                                 

              
 

Investigation #2   ! 
! 

 IND #   YES    !  NO     
      !  Explain:  
                                 
         
                                                             

(b) For each investigation not carried out under an IND or for which the applicant was not 
identified as the sponsor, did the applicant certify that it or the applicant's predecessor in 
interest provided substantial support for the study? 

 
 
 
 
 
Investigation #1   ! 

! 
YES       !  NO     
Explain:    !  Explain:  

                 
  
 
 Investigation #2   ! 

! 
YES        !  NO     
Explain:    !  Explain:  
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(c) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe that 
the applicant should not be credited with having "conducted or sponsored" the study?  
(Purchased studies may not be used as the basis for exclusivity.  However, if all rights to the 
drug are purchased (not just studies on the drug), the applicant may be considered to have 
sponsored or conducted the studies sponsored or conducted by its predecessor in interest.) 

 
  YES  NO  

 
If yes, explain:   

 
 
================================================================= 
                                                       
Name of person completing form:  Su-Lin Sun, PharmD                   
Title:  Regulatory Project Manager 
Date:  October 21, 2011 
 
                                                       
Name of Office/Division Director signing form:  Ellis F. Unger, M.D. 
Title:  Deputy Director, Office of Drug Evaluation I 
 
 
 
Form OGD-011347; Revised 05/10/2004; formatted 2/15/05 
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Sun, Su-Lin 

From: Jeanine M. Swalec [JSWA@Lundbeck.com] 
Sent: Friday, October 21, 2011 5:18 PM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067 

Dear Sulin, 

I have received the NDA approval letter. 

Thanks! Jenny 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov] 
Sent: Friday, October 21, 2011 4:10 PM 
To: Jeanine M. Swalec 
Subject: NDA 202067 
Importance: High 

Dear Jenny: 

Attached is an electronic copy of the approval letter for NDA 202067 Onfi (clobazam) tablet. Please send 
me an email back to acknowledge that you have receive this notification.  You will receive the official 
document via mail in few days. 

If you have any question, please feel free to contact me. 

Thanks, 

Su-Lin Sun, PharmD 
LCDR, United States Public Health Service 

Regulatory Project Manager 
Food and Drug Administration 
Office of Drug Evaluation I – Division of Neurology Products 
Bldg. 22, Room 4209 
10903 New Hampshire Ave 
Silver Spring, MD  20993 

Office: 301-796-0036 
Fax: 301-796-9842 
Email: Su-Lin.Sun@fda.hhs.gov 

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended 
recipient(s) and may contain confidential and privileged information. Any unauthorized review, use, 
disclosure or distribution is prohibited. If you are not the intended recipient, please contact the sender by 
reply e-mail and destroy all copies of the original message. 

10/21/2011
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Sun, Su-Lin 

From: Jeanine M. Swalec [JSWA@Lundbeck.com] 
Sent: Friday, October 21, 2011 4:19 PM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067 FDA proposed final PI/MG 

Dear Sulin, 

We agree with your final PI/MG. 

Thanks! Jenny 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov] 
Sent: Friday, October 21, 2011 3:17 PM 
To: Jeanine M. Swalec 
Subject: RE: NDA 202067 FDA proposed final PI/MG 

Please take one more look and let me know whether you agree with this version of PI/MG. 

thanks, 
Sulin 

From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Friday, October 21, 2011 4:03 PM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067 FDA proposed final PI/MG 

Dear Sulin,
 

Attached is our proposed final PI/MG.  Note that there are 2 track changes.
 

(1) HIGHLIGHTS  5.1 
(2) FPI Section 5.1 title 

Please advise what I need to do next! 

Thanks 

Jenny 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov] 
Sent: Friday, October 21, 2011 2:01 PM 
To: Jeanine M. Swalec 
Subject: NDA 202067 FDA proposed final PI/MG 
Importance: High 

Thanks, 

10/21/2011
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Su-Lin Sun, PharmD 
LCDR, United States Public Health Service 

Regulatory Project Manager 
Food and Drug Administration 
Office of Drug Evaluation I – Division of Neurology Products 
Bldg. 22, Room 4209 
10903 New Hampshire Ave 
Silver Spring, MD  20993 

Office: 301-796-0036 
Fax: 301-796-9842 
Email: Su-Lin.Sun@fda.hhs.gov 

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the 
intended recipient(s) and may contain confidential and privileged information. Any unauthorized 
review, use, disclosure or distribution is prohibited. If you are not the intended recipient, please 
contact the sender by reply e-mail and destroy all copies of the original message. 

10/21/2011
 
Reference ID: 3033098
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Sun, Su-Lin 

From: Jeanine M. Swalec [JSWA@Lundbeck.com] 
Sent: Wednesday, October 19, 2011 2:47 PM 
To: Sun, Su-Lin 
Subject: Re: NDA 202067 urgent information request-additional parameter 

Hi Sulin, 

My biometrics team assures me that is what they are producing. 

Jenny 

From: Sun, Su-Lin <Su-Lin.Sun@fda.hhs.gov>  
To: Jeanine M. Swalec  
Sent: Wed Oct 19 14:37:52 2011 
Subject: RE: NDA 202067 urgent information request-additional parameter 

Dear Jenny: 

I just receive another reminder from our review team, that the request dataset is 
for the “seizure count” to be all drop seizures, the ones that count in the primary endpoint. 

thanks, 
Sulin 

From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Wednesday, October 19, 2011 11:55 AM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067 urgent information request-additional parameter 

Dear Sulin,
 

Our Biometrics department is working on this now.  We can email you the dataset in an excel file for your review
 
team this afternoon and/or we can officially submit via the FDA gateway the dataset in an .xpt file.  Uploading will 

take longer.
 

Please advise as to what you would prefer.
 

Thanks! Jenny
 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov] 
Sent: Wednesday, October 19, 2011 9:35 AM 
To: Jeanine M. Swalec 
Subject: RE: NDA 202067 urgent information request-additional parameter 
Importance: High 

Dear Jenny: 

10/21/2011
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Our review team would like me to remind you about our requested derived dataset, please see below 

"seizures" in that dataset are total drop seizures - the ones used for the primary ep 

thanks, 
Sulin 

From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Tuesday, October 18, 2011 11:49 PM 
To: Sun, Su-Lin 
Subject: Re: NDA 202067 urgent information request 

Dear Sulin, 

I'll convey your request to my team and we will plan to submit this specific derived dataset tomorrow as 
early in the day as possible 

Jenny 

From: Sun, Su-Lin <Su-Lin.Sun@fda.hhs.gov>  
To: Jeanine M. Swalec  
Sent: Tue Oct 18 23:32:51 2011 
Subject: NDA 202067 urgent information request 

Dear Jenny, 

Thank you for your rapid response on this!  We would like to take you up on your offer for a derived data 
set. For each subject in study 1012, please provide seizure counts as follows, using this basic 
architecture: 

Subject
0001 
0001 
0001 

period 
baseline 

  week 5    
  week 7    

  seizure count 
 xxxx 
hhhh 
…

days 
yyyy  
iiii 
… 

seizure rate 
 zzzz 
jjjj 
… 

0001   week 9    etc  
0001   week 11 etc 
0001   week 13 etc 
0001   week 15 ET    etc 
0001 maintenance ss tt  uu 
0002 
0002 
0002 

baseline 
  week 5    
  week 7    

 xxxx 
hhhh 
…

yyyy  
iiii 
… 

 zzzz 
jjjj 
… 

0002   week 9    etc  
0002   week 11 etc 
0002   week 13 etc 
0002   week 15 ET    etc 
0002 maintenance ss tt  uu 

We would appreciate having all periods listed for all subjects.  If there are no data for a subject during a 
given period, please include the period, with some notation to convey that there were no data (i.e., you 
could enter a dot “ . ”). 

Thank you for your assistance with these late requests. 

thanks, 

10/21/2011 
Reference ID: 3032391



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

SU-LIN SUN
10/21/2011

Reference ID: 3032391



From: Sun, Su-Lin
To: "Jeanine M. Swalec"; 
Subject: NDA 202067 
Date: Wednesday, October 19, 2011 5:21:20 PM
Attachments: NDA 202067 ONFI-FDA prposed PI sections 101911.doc 

Dear Jenny: 

Attached document listed our proposed PI sections (5.3, 8.4, 9.1, 9.2, 9.3 and 
11). 

Once you send me your counter proposal of those sections, I will add to our PI 
prior our team meeting tomorrow. 

If you have any question, please feel free to contact me. 

Once again, thanks for all your help. 

 
Thanks, 

Su-Lin Sun, PharmD  
LCDR, United States Public Health Service 

Regulatory Project Manager  
Food and Drug Administration  
Office of Drug Evaluation I – Division of Neurology Products  
Bldg. 22, Room 4209  
10903 New Hampshire Ave  
Silver Spring, MD  20993 

 
Office: 301-796-0036  
Fax: 301-796-9842  
Email: Su-Lin.Sun@fda.hhs.gov 

 
Confidentiality Notice: This e-mail message, including any attachments, is for the 
sole use of the intended recipient(s) and may contain confidential and privileged 
information. Any unauthorized review, use, disclosure or distribution is prohibited. 
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Sun, Su-Lin 

From: Sun, Su-Lin 
Sent: Wednesday, October 19, 2011 10:35 AM 
To: 'Jeanine M. Swalec' 
Subject: RE: NDA 202067 urgent information request-additional parameter 
Importance: High 

Dear Jenny:
 

Our review team would like me to remind you about our requested derived dataset, please see below
 

"seizures" in that dataset are total drop seizures - the ones used for the primary ep 

thanks, 
Sulin 

From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Tuesday, October 18, 2011 11:49 PM 
To: Sun, Su-Lin 
Subject: Re: NDA 202067 urgent information request 

Dear Sulin, 

I'll convey your request to my team and we will plan to submit this specific derived dataset tomorrow as early in 
the day as possible 

Jenny 

From: Sun, Su-Lin <Su-Lin.Sun@fda.hhs.gov>  
To: Jeanine M. Swalec  
Sent: Tue Oct 18 23:32:51 2011 
Subject: NDA 202067 urgent information request 

Dear Jenny, 

Thank you for your rapid response on this!  We would like to take you up on your offer for a derived data set.  For 
each subject in study 1012, please provide seizure counts as follows, using this basic architecture: 

Subject
0001 
0001 
0001 

period 
baseline 

  week 5    
  week 7    

  seizure count 
 xxxx 
hhhh 
…

days 
yyyy  
iiii 
… 

seizure rate 
 zzzz 
jjjj 
… 

0001   week 9    etc  
0001   week 11 etc 
0001   week 13 etc 
0001   week 15 ET    etc 
0001 maintenance ss tt  uu 
0002 
0002 

baseline 
  week 5    

 xxxx 
hhhh 

yyyy  
iiii 

 zzzz 
jjjj 
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0002   week 7    …  … … 
0002   week 9    etc  
0002   week 11 etc 
0002   week 13 etc 
0002   week 15 ET    etc 
0002 maintenance ss tt  uu 

We would appreciate having all periods listed for all subjects.  If there are no data for a subject during a given 
period, please include the period, with some notation to convey that there were no data (i.e., you could enter a dot 
“ . ”). 

Thank you for your assistance with these late requests. 

thanks, 

Su-Lin Sun, PharmD 
LCDR, United States Public Health Service 

Regulatory Project Manager 
Food and Drug Administration 
Office of Drug Evaluation I – Division of Neurology Products 
Bldg. 22, Room 4209 
10903 New Hampshire Ave 
Silver Spring, MD  20993 

10/21/2011
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Sun, Su-Lin

From: Sun, Su-Lin
Sent: Tuesday, October 18, 2011 12:13 PM
To: 'Jeanine M. Swalec'
Subject: NDA 202067 FDA's urgent information request

Importance: High

Attachments: Microsoft Office Word Document; Seizures from PDF_Final.xls

Dear Jenny:

Below are the urgent request from our review team for NDA 202067 Onfi (clobazam):

Reference ID: 3032392
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If you have any question, please feel free to contact me.

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20993

Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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Sun, Su-Lin 

From: Sun, Su-Lin 
Sent: Tuesday, October 18, 2011 10:55 AM 
To: 'Jeanine M. Swalec' 
Cc: Kelley, Laurie 
Subject: NDA 202067 carton and container labels 

Importance: High 

Dear Jenny: 

Per our review team, that your October 17, 2011 submission for carton and container label for NDA 202067 Onfi 
(clobazam) --has been found acceptable. 

If you have any question, please feel free to contact me. 

Thanks, 

Su-Lin Sun, PharmD 
LCDR, United States Public Health Service 

Regulatory Project Manager 
Food and Drug Administration 
Office of Drug Evaluation I – Division of Neurology Products 
Bldg. 22, Room 4209 
10903 New Hampshire Ave 
Silver Spring, MD 20993 

Office: 301-796-0036 
Fax: 301-796-9842 
Email: Su-Lin.Sun@fda.hhs.gov 

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message. 
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Sun, Su-Lin 

From: Jeanine M. Swalec [JSWA@Lundbeck.com] 
Sent: Wednesday, October 19, 2011 2:47 PM 
To: Sun, Su-Lin 
Subject: Re: NDA 202067 urgent information request-additional parameter 

Hi Sulin, 

My biometrics team assures me that is what they are producing. 

Jenny 

From: Sun, Su-Lin <Su-Lin.Sun@fda.hhs.gov>  
To: Jeanine M. Swalec  
Sent: Wed Oct 19 14:37:52 2011 
Subject: RE: NDA 202067 urgent information request-additional parameter 

Dear Jenny: 

I just receive another reminder from our review team, that the request dataset is 
for the “seizure count” to be all drop seizures, the ones that count in the primary endpoint. 

thanks, 
Sulin 

From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Wednesday, October 19, 2011 11:55 AM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067 urgent information request-additional parameter 

Dear Sulin,
 

Our Biometrics department is working on this now.  We can email you the dataset in an excel file for your review
 
team this afternoon and/or we can officially submit via the FDA gateway the dataset in an .xpt file.  Uploading will 

take longer.
 

Please advise as to what you would prefer.
 

Thanks! Jenny
 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov] 
Sent: Wednesday, October 19, 2011 9:35 AM 
To: Jeanine M. Swalec 
Subject: RE: NDA 202067 urgent information request-additional parameter 
Importance: High 

Dear Jenny: 

10/21/2011
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Regulatory Project Manager 

Food and Drug Administration 

Office of Drug Evaluation I – Division of Neurology Products 

Bldg. 22, Room 4209 

10903 New Hampshire Ave 

Silver Spring, MD  20993 

Office: 301-796-0036 

Fax: 301-796-9842 

Email: Su-Lin.Sun@fda.hhs.gov 

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain confidential 
and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended recipient, please contact 
the sender by reply e-mail and destroy all copies of the original message. 

From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Monday, October 17, 2011 8:00 PM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067 Nonclinical PMR 

Dear Sulin, 

Please find attached a table listing the FDA's nonclinical PMRs with Lundbeck's proposed dates for final protocol submission, study completion, and 
final report submission. 

Respectfully, Jenny 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov] 
Sent: Friday, October 14, 2011 4:29 PM 
To: Jeanine M. Swalec 
Subject: NDA 202067 PMR 
Importance: High 

10/20/2011
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Dear Jenny: 

The following are the PMRs conveyed to you in this afternoon's telecon: 

1. Fertility and early embryonic development to implantation study in rat. 
2.   Embryo-fetal development study in rat. 
3.   Embryo-fetal development study in rabbit. 
4.   Prenatal and postnatal development (including maternal function) study in rat. 
5.   Carcinogenicity study in mouse. 
6.   Carcinogenicity study in rat. 

For each, the following dates will need to be provided:

 Final protocol submission date: 


 Study completion date: 


 Final report date: 
 

Please send me an email to acknowledge your agreement with the above PMRs for NDA 202067 ONFI (clobazam) tablet. Per our discussion 
during today's Tcon, you will send us the above dates by next week (Monday or Tuesday). 

If you have any question, please feel free to contact me. 

Thanks, 

Su-Lin Sun, PharmD 
LCDR, United States Public Health Service 

Regulatory Project Manager 
Food and Drug Administration 
Office of Drug Evaluation I – Division of Neurology Products 
Bldg. 22, Room 4209 
10903 New Hampshire Ave 
Silver Spring, MD  20903 
Office: 301-796-0036 
Fax: 301-796-9842 
Email: Su-Lin.Sun@fda.hhs.gov 

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain 
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended 
recipient, please contact the sender by reply e-mail and destroy all copies of the original message. 

10/20/2011
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Sun, Su-Lin

From: Sun, Su-Lin
Sent: Friday, October 14, 2011 5:29 PM
To: 'Jeanine M. Swalec'
Subject: NDA 202067 

Importance: High

Dear Jenny:

The following are the PMRs conveyed to you in this afternoon's telecon:

1. Fertility and early embryonic development to implantation study in rat.
2. Embryo-fetal development study in rat.
3. Embryo-fetal development study in rabbit.
4. Prenatal and postnatal development (including maternal function) study in rat.
5. Carcinogenicity study in mouse.
6. Carcinogenicity study in rat.

For each, the following dates will need to be provided:

Final protocol submission date:
Study completion date:
Final report date:

Please send me an email to acknowledge your agreement with the above PMRs for NDA 202067 ONFI (clobazam) tablet. 
Per our discussion during today's Tcon, you will send us the above dates by next week (Monday or Tuesday).

If you have any question, please feel free to contact me.

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.

Reference ID: 3029568

28 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following 
this page
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Sun, Su-Lin 

From: Sun, Su-Lin
Sent: Monday, October 03, 2011 11:02 AM
To: JSWA@Lundbeck.com
Subject: NDA 202067 urgent information request
Importance: High

Page 1 of 1

10/4/2011

Dear Jenny: 
  
Our review team has urgent information request (see below), please send the info via email to me first ASAP, 
also formally submit under NDA 202067. 
  
In the study report of the study OV-1012 (page 70), you listed a table (Table#21) Titled Percent 
Reduction in Average Weekly Rate of Drop Seizures (Baseline Compared to First, Middle, and Last 4 
Weeks of Maintenance Period) – MITT Population. We would like to have the same table for the 
completers only (i.e., the patients who have completed last 4 weeks (Weeks 12-15) of the maintenance 
period).  
  
Please send us the dataset and SAScodes  for producing the table#21 (i.e., the listed table in your study 
report) and also for producing the same table for the completers. 
  
  
  
thanks, 
Sulin 
  

Reference ID: 3024483
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Sun, Su-Lin

From: Sun, Su-Lin
Sent: Thursday, October 06, 2011 3:32 PM
To: 'Jeanine M. Swalec'
Subject: NDA 202067 FDA urgent Information request

Importance: High

Dear Jenny:

Our review team has another urgent information request, please send the requested info to me as soon as possible 
(email me first, then officially submit).

We would like to have another table and it will be same as the Table#21, page 70 (study report 
of OV-1012) for the MITT patients after imputing missing SZs for the dropout patients using 
LOCF approach. That is, all of the MITT patients will be included in calculating SZ rates at First 
4 weeks, Middle 4 weeks, and last 4 weeks

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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Sun, Su-Lin 

From: Sun, Su-Lin
Sent: Thursday, September 29, 2011 1:54 PM
To: 'Jeanine M. Swalec'
Subject: RE: NDA 202067 
Attachments: NDA 202067 Onfi--FDA proposed highlight-- 092911.doc

Page 1 of 2

9/29/2011

email will be fine. 
Attached is the Division's proposed highlight section. 
Will your also include your counter proposal for highlight section by COB 10/3/11? If not--can you let me know 
when will we expected your counter proposed highlight section. 
  
  
  
  
thanks, 
  
Sulin 
  
 
  
 

From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Thursday, September 29, 2011 6:20 AM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067  
 
Good morning Sulin, 
  
We'll be able to send you Monday afternoon a track changes word doc.  Please let me know if I should simply 
email it to you or submit formally to the NDA.  Also, any idea when we should expect MG and Highlights 
comments so we are ready to respond promptly? 
  
Thanks in advance! Jenny 
 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov]  
Sent: Monday, September 26, 2011 6:27 PM 
To: Jeanine M. Swalec 
Subject: RE: NDA 202067  
 
:-) 
  
Please send track changes word document for our counter proposed comments.  If you accept our 
proposed comment, please accept the track changes. 
  
thanks, 
  
Sulin 
 

Reference ID: 3022554



From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Monday, September 26, 2011 7:26 PM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067  
 
Thanks Sulin!  Email received and we'll be sure to respond no later than COB Oct 3rd.  Jenny 
 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov]  
Sent: Monday, September 26, 2011 5:29 PM 
To: Jeanine M. Swalec 
Subject: NDA 202067  
Importance: High 
 
Dear Jenny: 
  
Attached document is the Division's proposed draft label for NDA 202067.  As we discussed 
previously, MG and highlight section has not been reviewed by our review team yet.  We will send 
you those sections as soon as the review has been completed.  In addition, there will be several 
nonclinical PMRs, I will send the information to you as soon as our review team reach their decision.
  
Please send us your counter proposal as soon as possible, no later than COB on OCT 3, 2011. 
  
If you have any question, please feel free to contact me. 
  
Thanks, 
  
Su-Lin Sun, PharmD 
LCDR, United States Public Health Service 
  
Regulatory Project Manager 
Food and Drug Administration 
Office of Drug Evaluation I – Division of Neurology Products 
Bldg. 22, Room 4209 
10903 New Hampshire Ave 
Silver Spring, MD  20903 
Office: 301-796-0036 
Fax: 301-796-9842 
Email: Su-Lin.Sun@fda.hhs.gov 
  
  
Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the 
intended recipient(s) and may contain confidential and privileged information. Any unauthorized 
review, use, disclosure or distribution is prohibited. If you are not the intended recipient, please 
contact the sender by reply e-mail and destroy all copies of the original message. 
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Sun, Su-Lin 

From: Sun, Su-Lin
Sent: Saturday, August 13, 2011 11:00 AM
To: JSWA@Lundbeck.com
Subject: NDA 202067

Page 1 of 1

8/14/2011

Dear Jenny: 
  
Our CSS reviewer has the following request for additional data regarding abuse /overdose: 
  
In your submitted NDA  202067 (Integrated Summary of Safety, Section 12.2 Postmarketing data, page 257) a 
statement that there were 106 adverse reports that mentioned clobazam overdose or increased  drug levels in 
the  postmarketing data. The details were not provide  for the majority of these cases.  
  
CSS understands that the bulk of these cases involve the use of clobazam in combination with other substances 
or might not be classified as overdose cases.  However, to assist on the characterization of the potential for abuse 
of clobazam, CSS requests you to submit detailed information about  these 106 cases listed as overdose/alcohol, 
overdose/other drugs or just overdose/increased level.  CSS is not requesting information regarding the 2 reports 
that you claimed that they are incomplete. 
  
Please provide your reponse to us as soon as possible. 
If you have any question, please feel free to contact me. 
  
  
thanks, 
Sulin 

Reference ID: 3000396
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Sun, Su-Lin 

From: Jeanine M. Swalec [JSWA@Lundbeck.com]
Sent: Thursday, July 07, 2011 11:18 AM
To: Sun, Su-Lin
Subject: RE: Today Tcon

Page 1 of 2

7/7/2011

Dear Sulin, 
  
Based on your team's comments, we do not see the need to have our telecon at 11:30EST.  Thank you for being 
able to provide this information prior to the telecon. We'll still be on stand-by for the IND 111404 telecon. 
  
Thanks! Jenny 
 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov]  
Sent: Thursday, July 07, 2011 10:00 AM 
To: Jeanine M. Swalec 
Subject: Today Tcon 
Importance: High 
 
Dear Jenny: 
  
Here is the Clin pharm response for today's Tcon.   
  

Question to FDA: Based on the rationale above, does the Agency agree that an in vitro study to 
evaluate CYP2C8 and CYP2B6 induction potential by CLB or N-CLB can be conducted as a 
post-marketing commitment? 

Clinical Pharmacology response: 
It is acceptable to conduct an in vitro study evaluating the CYP2C8 and CYP2B6 induction 
potential by CLB and N-CLB as a Phase 4 commitment. It will be a Post-Marketing Requirement 
(PMR), not a Post-Marketing Commitment (PMC), as there may be unexpected risks of drug 
interactions due to the induction of CYP2C8 and 2B6. This PMR request will not delay the NDA 
approval decision as set by the PDUFA date (23 October 2011).  
  
  
  
Please let us know whether you agree with our comment. 
Do you still wish to have Tcon or cancel the Tcon. 
  
Thanks, 
  
Su-Lin Sun, PharmD 
LCDR, United States Public Health Service 
  
Regulatory Project Manager 
Food and Drug Administration 
Office of Drug Evaluation I – Division of Neurology Products 
Bldg. 22, Room 4209 
10903 New Hampshire Ave 
Silver Spring, MD  20903 
Office: 301-796-0036 
Fax: 301-796-9842 
Email: Su-Lin.Sun@fda.hhs.gov 
  

Reference ID: 2970560
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Sun, Su-Lin 

From: Sun, Su-Lin
Sent: Wednesday, June 22, 2011 12:02 PM
To: 'Jeanine M. Swalec'
Subject: RE: NDA 202067 (Request for In Vitro Study)
Importance: High

Page 1 of 4

6/22/2011

Dear Jenny: 
  
Here are the comments from our review team for your May 9, 2011 response to our request for In Vitro  Study: 
  
Response to evaluation of Inhibition Potential of CYP2B6 - acceptable 
Response to evaluation of Induction Potential of CYP2B6 and CYP2C8 
Based on our review of the in vitro and in vivo study results in the NDA, we do not agree with your position that 
there is no induction of CYP3A4 by clobazam or N-CLB. The drug-drug interaction study with midazolam in 
humans shows that clobazam decreased midazolam AUC and Cmax by 27% and 24%, respectively, 
and increased those of hydroxymidazolam by greater than 4-fold and 2-fold, respectively. Therefore, the potential 
for an clinically relevant induction of CYP2C8 or CYP2B6 enzymes cannot be ruled out. We recommend that you 
conduct an in vitro study to evaluate CYP2C8 and CYP2B6 induction potential by clobazam and N-CLB. As 
previously advised, if you intend to have the study reviewed during this NDA review cycle, please provide us an 
estimated timeline for a submission of the final study report. 
 
If you have any question please feel free to contact me. 
  
thanks, 

Su-Lin Sun, PharmD  
LCDR, United States Public Health Service  

Regulatory Project Manager  
Food and Drug Administration  
Office of Drug Evaluation I – Division of Neurology Products  
Bldg. 22, Room 4209  
10903 New Hampshire Ave  
Silver Spring, MD  20903  
Office: 301-796-0036  
Fax: 301-796-9842  
Email: Su-Lin.Sun@fda.hhs.gov  

 
Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended 
recipient(s) and may contain confidential and privileged information. Any unauthorized review, use, disclosure or 
distribution is prohibited. If you are not the intended recipient, please contact the sender by reply e-mail and 
destroy all copies of the original message. 

From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Tuesday, June 07, 2011 1:54 PM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067 (Request for In Vitro Study) 
 

Reference ID: 2964487



Dear Sulin, 
  
Can you provide any follow-up on our response to this FDA request?  Is your review team satisfied with our 
response that no additional in vitro studies are necessary or should we expect additional feedback from 
your team on this issues? 
  
Respectfully, Jenny 
  

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov]  
Sent: Monday, May 09, 2011 11:54 AM 
To: Jeanine M. Swalec 
Subject: RE: NDA 202067 (Request for In Vitro Study) 
 

Dear Jenny: 
  
Yes, please submit your response officially.  I forward your email to our review team, as soon as I 
received their recommendation, I will let you know. 
  
thanks, 
  
Sulin 
 

From: Jeanine M. Swalec [mailto:JSWA@Lundbeck.com]  
Sent: Monday, May 09, 2011 11:18 AM 
To: Sun, Su-Lin 
Subject: RE: NDA 202067 (Request for In Vitro Study) 
 
Hi Sulin,    
  
Please see our response below.  Let me know if our response should be officially submitted to the 
NDA and when we should expect feedback from your team. 
  
Respectfully, Jenny 
  
Sponsor Response 
  
Inhibition Potential of CYP2B6 
An in vitro inhibitory study was conducted to evaluate the inhibition potential of CYP2B6 by 
clobazam and N-CLB.  This study utilized 10 different isozymes which included CYP2B6 as well as 
CYP1A2, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP3A4, UGT1A1, UGT1A6 and UGT2B4.  
Results from this in vitro inhibition study showed no inhibition potential for any of the noted CYP450 
isozymes by clobazam and N-CLB. The results of this study are contained in study report OVNC-
9006 which was included in the original NDA 202067 (Sequence No. 0000). 
  
Induction Potential of CYP2B6 and CYP2C8 
For the reasons outlined below, Lundbeck proposes that in vitro studies to evaluate the induction 
potentials of CYP2B6 and CYP2C8 by clobazam and N-CLB are not required. 
  
As described in the FDA 2006 Draft Guidance - Drug Interaction Studies, CYP3A appears to be 
sensitive to all known co-inducers. Therefore, to evaluate whether an investigational drug induces 
CYP1A2, CYP2C8, CYP2C9, CYP2C19, CYP2B6, or CYP3A, the initial in vitro induction evaluation 
may include only CYP1A2 and CYP3A. If in vitro studies indicate that an investigational drug does 
not induce CYP3A metabolism, then in vivo induction-based interaction studies of the investigational 
drug and concomitant medications eliminated by CYP2C/CYP2B and CYP3A may not be needed.  
  
An in vitro induction study was conducted, to evaluate the induction potential of CYP1A2, CYP2C19, 
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CYP3A4 and UGT1A1 by clobazam and N-CLB. (OVNC-9007) The study report for OVNC-9007 
was included in the original NDA 202067 (Sequence No. 0000).   
  
Results from study OVNC-9007 showed that clobazam and N-CLB did not induce CYP3A4 at 
therapeutic plasma concentrations, instead the potential to induce CYP3A4 was only observed in 
vitro at supratherapeutic plasma concentrations.  Additionally, results from an in vivo drug-drug 
interaction study (OV-1023) conducted in healthy volunteers showed that midazolam’s (CYP3A4 
substrate) metabolism was not significantly affected (27% decrease in AUC) in the presence of 40 
mg clobazam at steady-state, a finding which also confirms that no induction of the CYP3A4 
isozyme by clobazam or N-CLB is occurring.  
  
When analyzing the results of experiments to determine whether a drug induces an enzyme’s 
activity, “based upon current knowledge of cellular mechanisms leading to CYP enzyme induction, if 
induction studies with a test drug confirm that it is not an inducer of CYP3A4 then it can be 
concluded that the test drug is also not an inducer of CYP2C8, CYP2C9, or CYP2C19.” (FDA 2006 
Draft Guidance - Drug Interaction Studies). 
  
In summary, Lundbeck believes that the lack of CYP3A4 induction observed in both the in vitro and 
in vivo trials obviates the need to evaluate clobazam and N-CLB induction potential on the CYP2C8 
and CYP2B6 isozymes. 
  

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov]  
Sent: Monday, May 02, 2011 10:14 AM 
To: Jeanine M. Swalec 
Subject: NDA 202067  
Importance: High 

Dear Jenny: 
  
Here is the request from our review team: 
  
"It appears that there are no studies conducted to evaluate the inhibition potential of CYP2B6 
and the induction potentials of CYP2B6 and 2C8 by clobazam and N-CLB. We recommend 
you conduct in vitro studies to address the above mentioned issues. If you intend to submit 
the study report during this NDA review cycle, please provide us an estimated timeline." 
  
If you have any question, please feel free to contact me. 
  
Thanks, 
  
Su-Lin Sun, PharmD 
LCDR, United States Public Health Service 
  
Regulatory Project Manager 
Food and Drug Administration 
Office of Drug Evaluation I – Division of Neurology Products 
Bldg. 22, Room 4209 
10903 New Hampshire Ave 
Silver Spring, MD  20903 
Office: 301-796-0036 
Fax: 301-796-9842 
Email: Su-Lin.Sun@fda.hhs.gov 
  
  
Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of 
the intended recipient(s) and may contain confidential and privileged information. Any 
unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended 
recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message. 
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Sun, Su-Lin

From: Sun, Su-Lin
Sent: Friday, June 17, 2011 1:52 PM
To: 'Jeanine M. Swalec'
Subject: NDA 202067 information request

Importance: High

Dear Jenny:

Below is the information request from our reviewer, please send your response no later than COB of 6/30/2011.

In the clobazam ISS, you submitted tables 4.2.5.5 and 4.2.5.6 that summarized incidence and prevalence 
of AEs for different time periods. The first time period category you presented in both tables was Day 
1-179. Given that the incidence and prevalence was highest for many of these events during the Day 1-179 
period, we think it would be helpful to look incidence and prevalence within shorter intervals following 
initiation of treatment.

We ask that you recalculate the incidence and prevalence as you did in tables 4.2.5.5 and 4.2.5.6, for the 
following intervals:

Days 1-7
Days 8-14
Days 15-21
Days 22-35
Days 36-49
Days 50-77
Days 78-179

If you have any question, please feel free to contact me.

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

 
 Food and Drug Administration 

Silver Spring, MD  20993 
 
 

NDA 202067 
 

PROPRIETARY NAME REQUEST  
 CONDITIONALLY ACCEPTABLE  

Lundbeck, Inc. 
4 Parkway North, Suite 200 
Deerfield, Illinois 60015 
 
ATTENTION: Jenny Swalec 
   Senior Director, Global Regulatory Affairs 
 
Dear Ms. Swalec: 
 
Please refer to your New Drug Application (NDA) dated December 23, 2010, received 
December 23, 2010, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic 
Act for Clobazam Tablets, 5 mg, 10 mg, and 20 mg.   
 
We also refer to your March 22, 2011, correspondence, received March 23, 2011, requesting 
review of your proposed proprietary name, Onfi.  We have completed our review of the proposed 
proprietary name, Onfi and have concluded that it is acceptable.  
 
The proposed proprietary name, Onfi, will be re-reviewed 90 days prior to the approval of the 
NDA.  If we find the name unacceptable following the re-review, we will notify you. 
 
If any of the proposed product characteristics as stated in your March 22, 2011, submission are 
altered prior to approval of the marketing application, the proprietary name should be 
resubmitted for review.  
 
If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, contact Laurie Kelley, Safety Regulatory Project Manager in 
the Office of Surveillance and Epidemiology, at (301) 796-5068.  For any other information 
regarding this application contact the Office of New Drugs (OND) Regulatory Project Manager, 
Su-Lin Sun at (301) 796-0036.   
 

Sincerely, 
 
     {See appended electronic signature page}    

     
Carol Holquist, RPh 
Director 
Division of Medication Error Prevention and Analysis 
Office of Medication Error Prevention and Risk Management 
Office of Surveillance and Epidemiology 
Center for Drug Evaluation and Research 
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pneumonia. Lastly we ask that you identify the pneumonia cases that were temporally 
related to seizures.  
 

In your ISS and 120 day safety update, you provided information about subject 
0017-7028, a 5 year old with a DILI adverse event. We request the following 
information for this subject:  
 

All concomitant drugs (dose, start and stop dates, whether they are known 
to be hepatotoxic, information on rechallenge or dechallenge).  This 
should include all prescription and non-prescription medications including 
natural products.   

 
Evaluation of nondrug causes: recent hepatitis A, B, C, D, and E serology; 
evidence for biliary obstruction; imaging study results; recent history of 
severe hypotension or congestive heart failure; other underlying viral 
disease including CMV and EBV.  

 
Any and all supplemental information, including consultation reports, and 
special studies.  
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Please refer to the dataset “ax_a_1_1.xpt” which was submitted for population PK 
analyses. 
 

1. There are about 60 patients in the study of OV-1012 who have crcl < 30 (severe 
renal impaired patients) in your dataset.  Here are a few examples of many. 

- ID=8044 : CLCR(variable name in the dataset)=0.758,  
- ID=8057 : CLCR=1.017  

These values seem to be unusual. Please clarify.  
 

 
2. There appears to be inconsistent in coding of genotype, compared to the dataset of 

genotyping data, “ad1axa1.sas7bdat”.  Here are a few examples of many. 
- ID=1013, STD=1022: your coding for genotype is EM (GENO=1) but in the 

dataset of genotyping it is recorded as*1/*2, IM.  
- ID=1014, STD=1022: your coding for genotype is EM(GENO=1) but in the 

dataset of genotyping it is recorded as *1/*2, IM. 
There are about 70 patients who have difference in genotype information between 
population PK dataset (ax_a_1_1.xpt) and genotyping dataset (ad1axa1.sas7bdat) 

 
 

We listed only a few examples. Please check the submitted datasets and provide the 
response by June 10, 2011.  
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Office/Division):  OSE 
 

 
FROM (Name, Office/Division, and Phone Number of Requestor):  Corinne P. 
Moody, Science Policy Analyst, Controlled Substance 
Staff, (301) 796-3152 

 
DATE 

May 24, 2011 

 
IND NO. 

                   
   

 
NDA NO.  
202-067 

 
TYPE OF DOCUMENT 
      

 
DATE OF DOCUMENT 
December 23, 2010 

 
NAME OF DRUG 

Clobazam 

 
PRIORITY CONSIDERATION 

      

 
CLASSIFICATION OF DRUG 

      

 
DESIRED COMPLETION DATE 

July 1, 2011 
NAME OF FIRM:  H Lundbeck AS 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY 

 
  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG SAFETY 

 
  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
  CLINICAL 

 
   NONCLINICAL 

 
COMMENTS / SPECIAL INSTRUCTIONS:  CSS is requesting OSE to review foreign databases regarding the abuse, misuse and 
overdoses associated with Clobazam, including psychiatric adverse events, suicidal behavior and death. Attached is 
our list of MedDRA terms which you may use to search for the abuse related terms. 
Background: 
Clobazam was first approved in 1970 in Australia and since then has been marketed under the brand names Frisium 
and Urbanol, as an anxiolytic since 1975 and as an anticonvulsant since 1984. It is approved as an adjunctive 
treatment of epilepsy in over 80 countries. The current NDA 202-067 in DNP is for the indication of the treatment of 
Lennox-Gastaut syndrome which is characterized by multiple seizure types, predominantly of the tonic, atonic, and 
atypical absence variety and drop seizures.        
 
 
 
 
SIGNATURE OF REQUESTOR 

Corinne P. Moody, Science Policy Analyst 

 
METHOD OF DELIVERY (Check one) 

  DFS                  EMAIL                  MAIL                  HAND 

 
PRINTED NAME AND SIGNATURE OF RECEIVER 

 
PRINTED NAME AND SIGNATURE OF DELIVERER 
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Sun, Su-Lin

From: Sun, Su-Lin
Sent: Monday, May 02, 2011 11:14 AM
To: 'Jeanine M. Swalec'
Subject: NDA 202067 

Importance: High

Dear Jenny:

Here is the request from our review team:

"It appears that there are no studies conducted to evaluate the inhibition potential of CYP2B6 and the induction potentials 
of CYP2B6 and 2C8 by clobazam and N-CLB. We recommend you conduct in vitro studies to address the above 
mentioned issues. If you intend to submit the study report during this NDA review cycle, please provide us an estimated 
timeline."

If you have any question, please feel free to contact me.

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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Sun, Su-Lin 

From: Jeanine M. Swalec [JSWA@Lundbeck.com]
Sent: Wednesday, April 27, 2011 10:49 AM
To: Sun, Su-Lin
Cc: Summers, Kelly
Subject: RE: NDA 202067

Page 1 of 2

4/28/2011

Dear Sulin, 
  
We agree with no REMS being required for NDA 202067. 
  
Respectfully, Jenny 
 

From: Sun, Su-Lin [mailto:Su-Lin.Sun@fda.hhs.gov]  
Sent: Monday, April 25, 2011 1:52 AM 
To: Jeanine M. Swalec 
Cc: Summers, Kelly 
Subject: NDA 202067 
Importance: High 
 
Dear Jenny: 
  
On December 23, 2010, in your NDA submission, you proposed a risk evaluation and mitigation strategy 
(REMS) for Onfi (clobazam) to ensure that the benefits of the drug outweigh the increased risks of suicidal 
thoughts and behavior.  You proposed that your REMS include a Medication Guide and timetable for 
submission of assessments of the REMS. 
  
You may be aware that on February 28, 2011, the Food and Drug Administration published a Federal 
Register notice concerning the availability of a draft FDA guidance entitled “Medication Guides — 
Distribution Requirements and Inclusion in Risk Evaluation and Mitigation Strategies (REMS).”  In addition 
to discussing the FDA’s policy on Medication Guide distribution, this draft guidance addresses the following 
two topics related to Medication Guides:  the FDA’s current thinking regarding when Medication Guides will 
be required as a component in a REMS program as well as procedures for sponsors to follow to request 
removal of a Medication Guide from a REMS. 
  
In light of this draft Guidance, we do not think that is not necessary for the Medication Guide to be part of a 
REMS to ensure that the benefits of Onfi (clobazam) outweigh its risks. We do believe, however, that the  
Medication Guide is still necessary for patients’ safe and effective use of Onfi (clobazam).  The Medication 
Guide under review is being considered as part of labeling; if the NDA is approved, the Medication Guide 
would become a part of the approved labeling. 
  
Please send me an email to acknowledge your agreement of "no REMS" for NDA 202067 Onfi (clobazam).
  
If you have any question, please feel free to contact me. 
  
  
Thanks, 
  
Su-Lin Sun, PharmD 
LCDR, United States Public Health Service 
  
Regulatory Project Manager 
Food and Drug Administration 
Office of Drug Evaluation I – Division of Neurology Products 
Bldg. 22, Room 4209 

Reference ID: 2939574



10903 New Hampshire Ave 
Silver Spring, MD  20903 
Office: 301-796-0036 
Fax: 301-796-9842 
Email: Su-Lin.Sun@fda.hhs.gov 
  
  
Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended 
recipient(s) and may contain confidential and privileged information. Any unauthorized review, use, 
disclosure or distribution is prohibited. If you are not the intended recipient, please contact the sender by 
reply e-mail and destroy all copies of the original message. 
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Sun, Su-Lin

From: Sun, Su-Lin
Sent: Friday, March 18, 2011 4:49 PM
To: Timothy M. Cunniff
Cc: 'Jeanine M. Swalec'
Subject: FDA request information for NDA 202067

Importance: High

Dear Mr. Cunniff:

Here is urgent information request from our Clin Pharm reviewers for NDA 202067:

• There are no data submitted in the application on pharmacokinetic evaluation of clobazam in severe renal 
impairment or ESRD subjects. We'd like to inquire if there exist any data, either from the sponsor-conducted 
studies or from literature, including studies for other indications as well, which address the impact of severe renal 
impairment/ESRD on clobazam PK and/or a safety profile. If so, please provide the data, an appropriate analysis 
and an integrated summary of results no later than COB on April 1, 2011.

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 

 

 
 
NDA 202067 
 FILING COMMUNICATION 
 
Lundbeck Inc. 
Attention: Jenny Swalec 
Sr. Director, Global Regulatory Affairs 
Four Parkway North, Suite 200 
Deerfield, IL 60015  
 
 
Dear Ms. Swalec: 
 
Please refer to your New Drug Application (NDA) dated December 23, 2010, received 
December 23, 2010, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic 
Act, for Onfi (clobazam) oral tablets (5mg, 10mg, and 20mg).  
 
We also refer to your additional submissions dated January 13, 2011, January 21, 2011, February 
7, 2011, February 9, 2011, February 10, 2011, February 11, 2011, February 14, 2011, and 
February 18, 2011. 
 
We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, in accordance with 21 CFR 314.101(a), this 
application is considered filed 60 days after the date we received your application.  The review 
classification for this application is Standard.  Therefore, the user fee goal date is October 23, 
2011. 
 
We are reviewing your application according to the processes described in the Guidance for 
Review Staff and Industry: Good Review Management Principles and Practices for PDUFA 
Products.  Therefore, we have established internal review timelines as described in the guidance, 
which includes the timeframes for FDA internal milestone meetings (e.g., filing, planning, 
midcycle, team and wrap-up meetings).  Please be aware that the timelines described in the 
guidance are flexible and subject to change based on workload and other potential review issues 
(e.g., submission of amendments).  We will inform you of any necessary information requests or 
status updates following the milestone meetings or at other times, as needed, during the process.  
If major deficiencies are not identified during the review, we plan to communicate proposed 
labeling and, if necessary, any postmarketing commitment requests by September 23, 2011. 
 
At this time, we are notifying you that, we have not identified any potential review issues.  
However, we have the following specific comments regarding abuse potential. 
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1. We have not identified any filing issues and have determined that no additional abuse 
potential studies are necessary, if C-IV scheduling for clobazam as a benzodiazepine is 
accepted by you.  

 
2. We will review the information submitted under the Abuse Potential Assessment of your 

NDA and will request additional information if needed. 
 

3. We remind you that a complete abuse potential assessment of a drug includes primary 
data, data analysis and a discussion of the following areas: 

a. Chemistry (including the chemical similarity to other drugs of abuse and ability to 
extract the drug of abuse from the preparation) 

b. Pharmacokinetics and pharmacodynamics (including all data on receptor binding) 

c. Primary data from abuse potential studies in animals and humans  

d. Adverse events in clinical studies related to abuse potential 

e. Information and data related to abuse potential integrated summaries of safety and 
efficacy (ISS and ISE) 

f. Information related to overdose 

g. Prospective assessment of incidence of misuse, abuse, physical 
dependence/withdrawal syndrome, tolerance, diversion during clinical studies 

 

Please note that our filing review is only a preliminary evaluation of the application and is not 
indicative of deficiencies that may be identified during our review. 
 
 
REQUIRED PEDIATRIC ASSESSMENTS 
 
Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new 
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of 
administration are required to contain an assessment of the safety and effectiveness of the 
product for the claimed indication(s) in pediatric patients unless this requirement is waived, 
deferred, or inapplicable. 
 
Because the drug product for this indication has orphan drug designation, you are exempt from 
this requirement. 
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If you have any questions, call Su-Lin Sun, PharmD, Regulatory Project Manager, at (301) 796-
0036. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Russell G. Katz, MD 
Director 
Division of Neurology Products 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research  
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Sun, Su-Lin

From: Sun, Su-Lin
Sent: Friday, February 18, 2011 10:48 AM
To: 'Jeanine M. Swalec'
Subject: NDA 202067

Dear Jenny:

Per our request, these are the comments and requests from our CSS review team for NDA 202067 Onfi (clobazam) 
tablet:

1. CSS did not identify any filing issues and no additional abuse potential studies are necessary, if C-IV 
scheduling for clobazam as a benzodiazepine is accepted by the Sponsor. 

2. However we remind the Sponsor that when the NDA for this drug is submitted 21 CFR § 314.50 (5) 
(vii) requires an Abuse Potential Section with a proposal for scheduling with justification and all 
scientific data that form the basis of the proposal.  If during the review CSS identifies any missing data 
or information, we will let you know.

 
3. The abuse potential assessment of a drug includes primary data, data analysis and a discussion of the 

following areas:
a. Chemistry (including the chemical similarity to other drugs of abuse and ability to extract the 

drug of abuse from the preparation)

b. Pharmacokinetics and pharmacodynamics (including all data on receptor binding)

c. Primary data from abuse potential studies in animals and humans 

d. Adverse events in clinical studies related to abuse potential

e. Information and data related to abuse potential integrated summaries of safety and efficacy (ISS 
and ISE)

f. Information related to overdose

g. Prospective assessment of incidence of misuse, abuse, physical dependence/withdrawal 
syndrome, tolerance, diversion during clinical studies

If you have any question, please feel free to contact me.

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842

Reference ID: 2907747



2

Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.

Reference ID: 2907747



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

SU-LIN SUN
02/18/2011

Reference ID: 2907747



1

Sun, Su-Lin

From: Sun, Su-Lin
Sent: Thursday, February 10, 2011 12:56 PM
To: 'Jeanine M. Swalec'
Subject: NDA 202067 LNCT-019 tumor Dataset

Importance: High
Sensitivity: Confidential

Dear Jenny:

Our reviewer would like to request clarification for your February 9, 2011 submission for LNCT-019 Tumor Dataset.

According to our reviewer the total number of animal (high dose group in male mice) should be 145:  60 (original group) 
43 (added after 6 weeks) and 42 (added after 9 weeks).
However, from your Feb 9, 2011 submission---it has 41 (original group) 19 (added after 6 weeks) and 42 (added after 9 
weeks) = total 102 animals.

Per our reviewer, please provide explanation about those animals not included in the Feb 9, 2011 dataset.

Please send your response to us as soon as you can.

P.S.  Please don't forget to officially submit the dataset for LNCT-020 which was sent to me electronically on Feb 3, 2011.

If you have any question, please feel free to contact me.

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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Sun, Su-Lin

From: Sun, Su-Lin
Sent: Tuesday, February 08, 2011 10:02 AM
To: 'Jeanine M. Swalec'
Subject: NDA 202067 FDA request information

Importance: High
Sensitivity: Confidential

Dear Jenny:

Here is the information request from our QT review team:

For QT Clinical Study Report CV-1022, please provide the QTcI correction factor (slope β) for 
each subject and update dataset adeg2.xpt with RR related variables included. 

A Double-Blind, Double-Dummy, Randomized, Parallel Trial in Healthy Subjects Assessing the ECG 
Effects of Clobazam Following a Therapeutic and Supratherapeutic Dose Compared to Placebo with 

Moxifloxacìn as the Active Control”.

If you have any question, please feel free to contact me.

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Office/Division):  IRT-QT consult 
attn: Devi Kozeli 
 

 
FROM (Name, Office/Division, and Phone Number of Requestor):  
Division of Neurology Products: 
Russell Katz, MD, Director 

 
DATE 

02/04/2011 

 
IND NO. 

                   
   

 
NDA NO.  
202067 

 
TYPE OF DOCUMENT 
New NDA application 

 
DATE OF DOCUMENT 
12/23/2010 

 
NAME OF DRUG 

Onfi (clobazam) tablet 

 
PRIORITY CONSIDERATION 

      

 
CLASSIFICATION OF DRUG 

Anticonvulsants 

 
DESIRED COMPLETION DATE 

August 1, 2011 
NAME OF FIRM:  Lundbeck, Inc 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY 

 
  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 

  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG SAFETY 

 
  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
  CLINICAL 

 
   NONCLINICAL 

 
COMMENTS / SPECIAL INSTRUCTIONS:        
The network location is : \\cdsesub5\EVSPROD\NDA202067\202067.ENX 
Day 45: Feb 6, 2011; Day 60: Feb 21, 2011; Day 74: March 7, 2011 
Filing meeting date 1/26/2011 RM # 4270 (11:00AM -12:00noon) 
Mid-cycle meeting date: 05/26/11 11:00-1PM (room 4201) 
Wrap up meeting date: 08/25/11 2:00-4:00 pm (room 4201) 
PDUFA goal date: Oct 23, 2011    Orphan designation 
NME for Treatment of Lennox-gastaut Syndrome (LGS) for 2 years & older 
 
SIGNATURE OF REQUESTOR 
Sulin Sun, PharmD 
Regulatory Project Manager 
Division of Neurology Products 
Phone: (301) 796-0036 

Su-Lin.Sun@fda.hhs.gov      

 
METHOD OF DELIVERY (Check one) 

  DFS                  EMAIL                  MAIL                  HAND 
x DARRTS 

 
PRINTED NAME AND SIGNATURE OF RECEIVER 
 

 
PRINTED NAME AND SIGNATURE OF DELIVERER 
 

 
Reference ID: 2901520
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1

Sun, Su-Lin

From: Sun, Su-Lin
Sent: Thursday, February 03, 2011 2:50 PM
To: 'Jeanine M. Swalec'
Subject: NDA 202067 FDA requested  LNCT-020 dataset

Importance: High
Sensitivity: Confidential

Dear Jenny:

Our carcinogenicity stat reviewer is requesting the rata dataset for LNCT-020.  Please send me electronically as soon as 
you can.  Per our reviewer that dataset submitted for LNCT-020 with the original NDA submission was the same dataset 
for the mouseLNCT-019.  Please also submit it officially.

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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1

Sun, Su-Lin

From: Sun, Su-Lin
Sent: Monday, January 31, 2011 11:57 AM
To: 'Jeanine M. Swalec'
Subject: NDA 202067 FDA requested Clin pharm info

Importance: High
Sensitivity: Confidential

Dear Jenny:

Here are the requested info from our clin pharm reviewer.  Please send the 2nd bullet point requested info ( highlighted in 
red color) as soon as possible to facilitate reviewing process.

• Please provide the QC validation reports for the legacy studies (e.g., LC-010). If they were submitted, please 
identify the location of the files.

• We request you to make reference to each statement/conclusion in the Clinical Pharmacology and 
Biopharmaceutics Review Aid with the study number and a link to the study report. For example, most 
statements in the sections of 2.4.2.1 Absorption and 2.4.3. Mass balance are missing the study reference.

• Please submit the genotype data used to assign CYP2C19 metabolic phenotypes.

Thanks,

Su-Lin Sun, PharmD
LCDR, United States Public Health Service

Regulatory Project Manager
Food and Drug Administration
Office of Drug Evaluation I – Division of Neurology Products
Bldg. 22, Room 4209
10903 New Hampshire Ave
Silver Spring, MD  20903
Office: 301-796-0036
Fax: 301-796-9842
Email: Su-Lin.Sun@fda.hhs.gov

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and 
may contain confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. 
If you are not the intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Office/Division):  DB 6-- Divison of Biometrics 
Attn: Karl Lin, PhD. 
 

 
FROM (Name, Office/Division, and Phone Number of Requestor):                 
Russell Katz, MD, Division of Neurology Products 
 

 
DATE 

January 25, 2011 

 
IND NO. 

                   
   

 
NDA NO.  
202067 

 
TYPE OF DOCUMENT 
New NDA application 

 
DATE OF DOCUMENT 
December 23, 2010 

 
NAME OF DRUG 

Onfi (clobazam) tablet    

 
PRIORITY CONSIDERATION 

      

 
CLASSIFICATION OF DRUG 

anticonvulsants 

 
DESIRED COMPLETION DATE 

August 01, 2011 
NAME OF FIRM:  Lundbeck, Inc 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY 

 
  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): New NDA (NME) application 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG SAFETY 

 
  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
  CLINICAL 

 
   NONCLINICAL 

 
COMMENTS / SPECIAL INSTRUCTIONS:        
The network location is : \\cdsesub5\EVSPROD\NDA202067\202067.ENX 
Day 45: Feb 6, 2011; Day 60: Feb 21, 2011; Day 74: March 7, 2011 
Filing meeting date 1/26/2011 RM # 4270 (11:00AM -12:00noon) 
Mid-cycle meeting date: 05/26/11 11:00-1PM (room 4201) 
Wrap up meeting date: 08/25/11 2:00-4:00 pm (room 4201) 
PDUFA goal date: Oct 23, 2011 
Orphan designation 
NME for Treatment of Lennox-gastaut Syndrome (LGS) for 2 years & older 
 
SIGNATURE OF REQUESTOR 
Sulin Sun, PharmD 
Regulatory Project Manager 
Division of Neurology Products 
Phone: (301) 796-0036 
Su-Lin.Sun@fda.hhs.gov 

 
METHOD OF DELIVERY (Check one) 

  DFS                  EMAIL                  MAIL                  HAND 
x DARRTS 

 
PRINTED NAME AND SIGNATURE OF RECEIVER 
 

 
PRINTED NAME AND SIGNATURE OF DELIVERER 
 

 

Reference ID: 2896550
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Office/Division):  HFD-710 Division of Biometrics  
Attn: Kun Jin, PhD  
 

 
FROM (Name, Office/Division, and Phone Number of Requestor):   
Russell Katz, MD, Division of Neurology Products 
 

 
DATE 

January 6, 2011 

 
IND NO. 

                   
   

 
NDA NO.  
202067 

 
TYPE OF DOCUMENT 
New NDA application 

 
DATE OF DOCUMENT 
December 23, 2010 

 
NAME OF DRUG 

Onfi (clobazam) tablets 

 
PRIORITY CONSIDERATION 

      

 
CLASSIFICATION OF DRUG 

  Anticonvulsants    

 
DESIRED COMPLETION DATE 

August 01, 2011  
NAME OF FIRM:  Lundbeck, Inc 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY 

 
  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): new NDA application 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG SAFETY 

 
  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
  CLINICAL 

 
   NONCLINICAL 

 
COMMENTS / SPECIAL INSTRUCTIONS:        
The network location is : \\cdsesub5\EVSPROD\NDA202067\202067.ENX 
Day 45:  Feb 6, 2011;   Day 60: Feb 21, 2011;  Day 74: March 7, 2011 
Filing meeting date 1/26/2011 RM # 4270 (11:00AM -12:00noon) 
Mid-cycle meeting date: 05/26/11 11:00-1PM (room 4201) 
Wrap up meeting date: 08/25/11 2:00-4:00 pm (room 4201)  
PDUFA  goal date:  Oct 23, 2011  
Orphan designation 
NME for Treatment of Lennox-gastaut Syndrome (LGS) for 2 years & older 
 
SIGNATURE OF REQUESTOR 
Sulin Sun, PharmD 
Regulatory Project Manager 
Division of Neurology Products 
Phone: (301) 796-0036 
Su-Lin.Sun@fda.hhs.gov 

 
METHOD OF DELIVERY (Check one) 

  DFS                  EMAIL                  MAIL                  HAND 
x DARRTS 

 
PRINTED NAME AND SIGNATURE OF RECEIVER 
 

 
PRINTED NAME AND SIGNATURE OF DELIVERER 
 

 

Reference ID: 2888023
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADM NISTRATION 

 
REQUEST FOR DDMAC LABELING REVIEW CONSULTATION 

**Please send immediately following the Filing/Planning meeting** 
 
TO:  
 
CDER-DDMAC-RPM  
Michael Wade 

 
FROM: (Name/Title, Office/Division/Phone number of requestor) 

   Division of Neurology products 
      Russell Katz, MD, director 

 
REQUEST DATE 
1/6/2011 

 
IND NO. 
 

 
NDA NO. 
202067 

 
TYPE OF DOCUMENTS 
(PLEASE CHECK OFF BELOW) 
 
 

 
NAME OF DRUG 
 
Onfi (clobazam) tablet 

 
PRIORITY CONSIDERATION 

 
CLASSIFICATION OF DRUG 

Anticonvulsants 

 
DESIRED COMPLETION DATE  
(Generally 1 week before the wrap-up meeting) 
 
August 01, 2011 

NAME OF FIRM: 

Lundbeck, Inc PDUFA Date: October 23, 2011 

TYPE OF LABEL TO REVIEW 
 

 
TYPE OF LABELING: 
(Check all that apply) 

  PACKAGE INSERT (PI)  
 PATIENT PACKAGE INSERT (PPI) 
 CARTON/CONTAINER LABELING 
 MEDICATION GUIDE 
 INSTRUCTIONS FOR USE(IFU) 

 
TYPE OF APPLICATION/SUBMISSION 
xxx  ORIGINAL NDA/BLA 

  IND 
  EFFICACY SUPPLEMENT 
  SAFETY SUPPLEMENT 
  LABELING SUPPLEMENT 
  PLR CONVERSION 

 

 
REASON FOR LABELING CONSULT 

 INITIAL PROPOSED LABELING 
  LABELING REVISION 

 
 

EDR link to submission:   
The network location is : \\cdsesub5\EVSPROD\NDA202067\202067.ENX 

Please Note:  There is no need to send labeling at this time.  DDMAC reviews substantially complete labeling, which has already 
been marked up by the CDER Review Team.  The DDMAC reviewer will contact you at a later date to obtain the substantially 
complete labeling for review. 
 
COMMENTS/SPECIAL INSTRUCTIONS:   Day 45:  Feb 6, 2011;   Day 60: Feb 21, 2011;  Day 74: March 7, 2011 
Filing meeting date 1/26/2011 RM # 4270 (11:00AM -12:00noon) 
Mid-cycle meeting date: 05/26/11 11:00-1PM (room 4201) 
Wrap up meeting date: 08/25/11 2:00-4:00 pm (room 4201)  
PDUFA  goal date:  Oct 23, 2011  
Orphan designation 
NME for Treatment of Lennox-gastaut Syndrome (LGS) for 2 years & older 

 
SIGNATURE OF REQUESTER 
Sulin Sun, PharmD 
Regulatory Project Manager 
Division of Neurology Products       Phone: (301) 796-0036 
Su-Lin.Sun@fda.hhs.gov 
 
SIGNATURE OF RECEIVER 
 

 
METHOD OF DELIVERY (Check one) 

  eMAIL     HAND    x DARRTS 
  

 
Reference ID: 2887915
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Office/Division):  CSS 
 

 
FROM (Name, Office/Division, and Phone Number of Requestor):   
Division of Neurology Products: 
Russell Katz, MD, Director 

 
DATE 

1/6/2011 

 
IND NO. 

                   
   

 
NDA NO.  
202067 

 
TYPE OF DOCUMENT 
New NDA application 

 
DATE OF DOCUMENT 
12/23/2010 

 
NAME OF DRUG 

Onfi (clobazam) tablet 

 
PRIORITY CONSIDERATION 

      

 
CLASSIFICATION OF DRUG 

Anticonvulsants 

 
DESIRED COMPLETION DATE 

August 1, 2011 
NAME OF FIRM:  Lundbeck, Inc 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY 

 
  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW): New NDA application 

 
II. BIOMETRICS 

 
  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG SAFETY 

 
  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
  CLINICAL 

 
   NONCLINICAL 

 
COMMENTS / SPECIAL INSTRUCTIONS:        
The network location is : \\cdsesub5\EVSPROD\NDA202067\202067.ENX 
Day 45:  Feb 6, 2011;   Day 60: Feb 21, 2011;  Day 74: March 7, 2011 
Filing meeting date 1/26/2011 RM # 4270 (11:00AM -12:00noon) 
Mid-cycle meeting date: 05/26/11 11:00-1PM (room 4201) 
Wrap up meeting date: 08/25/11 2:00-4:00 pm (room 4201)  
PDUFA  goal date:  Oct 23, 2011  
Orphan designation 
NME for Treatment of Lennox-gastaut Syndrome (LGS) for 2 years & older 
 
SIGNATURE OF REQUESTOR 
Sulin Sun, PharmD 
Regulatory Project Manager 
Division of Neurology Products 
Phone: (301) 796-0036 
Su-Lin.Sun@fda.hhs.gov 

 
METHOD OF DELIVERY (Check one) 

  DFS                  EMAIL                  MAIL                  HAND 
x DARRTS 

 
PRINTED NAME AND SIGNATURE OF RECEIVER 
 

 
PRINTED NAME AND SIGNATURE OF DELIVERER 
 

 
Reference ID: 2887864
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 

 

 
NDA 202067  

NDA ACKNOWLEDGMENT 
 
Lundbeck Inc. 
Attention: Jenny Swalec 
Sr. Director, Global Regulatory Affairs 
Four Parkway North, Suite 200 
Deerfield, IL 60015 
 
 
Dear Ms. Swalec: 
 
We have received your New Drug Application (NDA) submitted under section 505(b)(1) of the 
Federal Food, Drug, and Cosmetic Act (FDCA) for the following: 
 
Name of Drug Product: Onfi (clobazam) 
                                          Oral tablets (5mg, 10mg, and 20mg) 
 
Date of Application: December 23, 2010 
 
Date of Receipt: December 23, 2010 
 
Our Reference Number:  NDA 202067 
 
Unless we notify you within 60 days of the receipt date that the application is not sufficiently 
complete to permit a substantive review, we will file the application on February 21, 2011, in 
accordance with 21 CFR 314.101(a). 
 
If you have not already done so, promptly submit the content of labeling [21 CFR 
314.50(l)(1)(i)] in structured product labeling (SPL) format as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm.  Failure 
to submit the content of labeling in SPL format may result in a refusal-to-file action under 21 
CFR 314.101(d)(3).  The content of labeling must conform to the content and format 
requirements of revised 21 CFR 201.56-57. 
 
You are responsible for complying with the applicable provisions of sections 402(i) and 402(j) of 
the Public Health Service Act (PHS Act) [42 USC §§ 282 (i) and (j)], which was amended by 
Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA) (Public 
Law No, 110-85, 121 Stat. 904).  Title VIII of FDAAA amended the PHS Act by adding new 
section 402(j) [42 USC § 282(j)], which expanded the current database known as 
ClinicalTrials.gov to include mandatory registration and reporting of results for applicable 
clinical trials of human drugs (including biological products) and devices. 
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In addition to the registration and reporting requirements described above, FDAAA requires that, 
at the time of submission of an application under section 505 of the FDCA, the application must 
be accompanied by a certification that all applicable requirements of 42 USC § 282(j) have been 
met.  Where available, the certification must include the appropriate National Clinical Trial 
(NCT) numbers [42 USC § 282(j)(5)(B)]. 
 
You did not include such certification when you submitted this application.  You may use Form 
FDA 3674, “Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of 
ClinicalTrials.gov Data Bank,” [42 U.S.C. § 282(j)] to comply with the certification requirement.  
The form may be found at http://www.fda.gov/opacom/morechoices/fdaforms/default.html. 
 
In completing Form FDA 3674, you should review 42 USC § 282(j) to determine whether the 
requirements of FDAAA apply to any clinical trial(s) referenced in this application.  Please note 
that FDA published a guidance in January 2009, “Certifications To Accompany Drug, Biological 
Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public 
Health Service Act, Added By Title VIII of the Food and Drug Administration Amendments Act 
of 2007,” that describes the Agency’s current thinking regarding the types of applications and 
submissions that sponsors, industry, researchers, and investigators submit to the Agency and 
accompanying certifications.  Additional information regarding the certification form is available 
at: 
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCA
ct/SignificantAmendmentstotheFDCAct/FoodandDrugAdministrationAmendmentsActof2007/uc
m095442.htm.  Additional information regarding Title VIII of FDAAA is available at:  
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-08-014.html.  Additional information for 
registering your clinical trials is available at the Protocol Registration System website 
http://prsinfo.clinicaltrials.gov/. 
 
When submitting the certification for this application, do not include the certification with other 
submissions to the application.  Submit the certification within 30 days of the date of this letter.  
In the cover letter of the certification submission clearly identify that it pertains to NDA 202067, 
submitted on December 23, 2010, and that it contains the FDA Form 3674 that was to 
accompany that application. 
 
If you have already submitted the certification for this application, please disregard the above. 
 
The NDA number provided above should be cited at the top of the first page of all submissions 
to this application.  Send all submissions, electronic or paper, including those sent by overnight 
mail or courier, to the following address: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Neurology Products 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
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All regulatory documents submitted in paper should be three-hole punched on the left side of the 
page and bound.  The left margin should be at least three-fourths of an inch to assure text is not 
obscured in the fastened area.  Standard paper size (8-1/2 by 11 inches) should be used; however, 
it may occasionally be necessary to use individual pages larger than standard paper size.  
Non-standard, large pages should be folded and mounted to allow the page to be opened for 
review without disassembling the jacket and refolded without damage when the volume is 
shelved.  Shipping unbound documents may result in the loss of portions of the submission or an 
unnecessary delay in processing which could have an adverse impact on the review of the 
submission.  For additional information, please see 
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/Drug
MasterFilesDMFs/ucm073080.htm. 
 
If you have any questions, call me at (301) 796-0036. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Su-Lin Sun, PharmD 
Regulatory Project Manager 
Division of Neurology Products 
Office of Drug Evaluation I 
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